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DETAILED ACTION 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 
U.S.C. 102 that form the basis for the rejections under this section made in this 
Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in 
public use or on sale in this country, more than one year prior to the date of application for patent in 
the United States. 

2. Claims 1-11, 13-15, 17-18, 20, 22, 23-33 rejected under 35 U.S.C. 102(b) 
as being anticipated by Staehlin (US 5,636,640). 

Regarding claim 1 and 23, Staehlin teaches an apparatus for sampling 
blood ("a sample element for holding a volume of bodily fluid drawn from the skin 
of a patient at a withdrawal site") comprising: a housing defining a sample 
chamber; and a pierceable membrane ("barrier") having a first side configured to 
contact the skin of the patient where the skin is punctured ("withdrawal site" 
"disposed across said flow path" "configured to contact the skin of a patient at a 
lancing site"), and a second side in fluid communication with said sample 
chamber, the barrier being configured to be pierced by a sharpened tip ("lance" ) 
(Figure 1 :56), to allow liquid to be drawn through the opening into the chamber 
("permit said bodily fluid to pass from said first side to said second side") 
(Abstract). Specifically regarding claim 23, Staehlin teaches the liquid passing 
from the patient to the sample chamber via a communicative passage ("a flow 
path extending from said sample chamber") (Figure 4a: from piercing site to 20). 
The passage has a first side being enclosed on all sides (Figure 4a:4) except 
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where the passage joins said sample chamber (Figure 4a: 62) such that, upon 
formation of an opening in the membrane, fluid may flow from the first side of the 
membrane, through the communicative passage ("flow path") and into the 
sample chamber (col. 3 lines 35-54) 

Regarding claim 2, Staehlin teaches the pierceable membrane to be air 
impermeable ("formed from a substantially nonporous material") (col. 3 lines 25- 
27). 

Regarding claim 3, Staehlin teaches the membrane ("barrier") before 
being punctured is air impermeable ("in the absence of an opening pierced 
therein, is configured to permit substantially none of said bodily fluid to pass from 
said first side to said second side") (col. 3 lines 25-27). 

Regarding claim 4, Staehlin teaches the liquid to be drawn through the 
opening and into the chamber ("configured to permit substantially none of said 
bodily fluid to pass from said second side to said first side") when the piercer 
member punctures the pierceable membrane to form an opening and engage the 
object ("placed against the skin of a patient and pierced") (col. 2 lines 5-12). 

Regarding claim 5, Staehlin teaches an adhesive ring ("adhesive") 
disposed on said first side of said barrier (Figure 7a:6, col. 5 lines 30-34). 

Regarding claims 6 and 26, Staehlin teaches the sample chamber is 
reagentless (Figure 6a: 20). 

Regarding claims 7 and 27, Staehlin teaches the sample chamber is at 
least partially defined by a window (col. 1 lines 55-60). 
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Regarding claims 8 and 28, Staehlin teaches the window is transmissive 
of infrared radiation (col. 1 lines 55-60 and col. 5 lines 16-21). 

Regarding claims 9 and 29, Staehlin teaches the membrane ("barrier") is 
more easily pierced by a lance than is said window when the window is disposed 
above the reservoir (Figure 9: 20, col. 6 line 44-46). 

Regarding claims 10 and 30, Staehlin teaches the membrane (Figure 
6a:7) is more easily pierced by a lance (Figure 6a:56) than the adjacent portion 
of the housing (Figure 6a:43). 

Regarding claims 1 1 and 31, Staehlin teaches a communicative ("supply") 
passage (Figure 2:17) extending from the sample chamber (Figure 2:20), the 
supply passage having a first sidewall (Figure 4b: sidewall of 17 not numbered 
but shown) adjacent to the membrane ("barrier"), the membrane is more easily 
pierced by a lance than is said first sidewall (Figure 4a). 

Regarding claim 24, Staehlin teaches the membrane side ("second side") 
within a chamber (Figure 4a:4) is in fluid communication with the sample 
chamber (Figure 4a:20). 

Regarding claim 25, Staehlin teaches the membrane is pierceable 
(Abstract) to permit bodily fluid to pass through the membrane. 

Regarding claim 32, Staehlin teaches the liquid flow path comprises a 
communicative passage ("a supply passage") (Figure 5: 17, col. 5 lines 1-5). 

Regarding claim 33, Staehlin teaches the liquid flow path comprises a 
communicative passage ("a supply passage") (Figure 5: 17, col. 5 lines 1-5) and 
a passageway ("entry chamber") (Figure 2:62) is oriented to be in line ("in fluid 



Application/Control Number: 10/825,223 Page 5 

Art Unit: 4151 

communication") with a communicative passage ("supply passage") (col. 3 lines 
50-53). 

Regarding claim 13, Staehlin teaches a method of drawing a blood 
("bodily fluid") from the epidermis ("skin") of a patient at a piercing ("withdrawal") 
site (col. 1 line 27-42). The method comprising: placing a first side of a 
pierceable membrane ("barrier") against the epidermis ("skin of the patient") at 
the piercing site ("said withdrawal site"); piercing the membrane and puncturing 
the epidermis ("forming a first opening through said barrier and a second opening 
in the skin of the patient at said withdrawal site"), the membrane and epidermis 
openings are ("said first opening and said second opening") allow for blood to 
pass to the sample chamber ("being in fluid communication; and placing a 
sample chamber in fluid communication with a second side of said barrier") 
(Figure 3: 7 to 20). 

Regarding claim 14, Staehlin teaches the method wherein the sample 
chamber is in fluid communication with outside surface of the membrane after the 
membrane is pierced ("placing said sample chamber in fluid communication with 
said second side of said barrier, comprises placing said sample chamber in fluid 
communication with said first opening") (col. 2 line 1-13). 

Regarding claim 15, Staehlin teaches causing the liquid to ("bodily fluid") 
empty into ("flow into") the sample reservoir or chamber (col. 3 lines 55-65, 
Figure 5:20). 
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Regarding claim 17, Staehlin teaches the method further comprising 
affixing said first side of said barrier to the skin of the patient with an adhesive or 
sealing ring (col. 4 lines 60-67). 

Regarding claim 18, Staehlin inherently teaches the removing of the 
membrane ("said barrier") from the skin of the patient after the piercer retracts to 
its original position because the apparatus would not remain attached to the 
patient (col.1 lines 26-42). 

Regarding claim 20, Staehlin teaches the method comprising monitoring 
changes in infrared transmissibility ("analyzing the liquid") (col. 5 lines 16-19). 

Regarding claim 22, Staehlin teaches the method of providing sampling 
and testing liquid in a single step with a totally evacuated sealed sterile assembly 
("reducing, with said barrier, the degree to which contaminants from the surface 
of the skin of the patient enter said bodily fluid") (col. 1 lines 17-20). 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described 
as set forth in section 1 02 of this title, if the differences between the subject matter sought to 
be patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill in the art to which 
said subject matter pertains. Patentability shall not be negatived by the manner in which the 
invention was made. 
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4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 
148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at 
issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. This application currently names joint inventors. In considering 
patentability of the claims under 35 U.S.C. 103(a), the examiner presumes that 
the subject matter of the various claims was commonly owned at the time any 
inventions covered therein were made absent any evidence to the contrary. 
Applicant is advised of the obligation under 37 CFR 1 .56 to point out the inventor 
and invention dates of each claim that was not commonly owned at the time a 
later invention was made in order for the examiner to consider the applicability of 
35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) prior art under 35 
U.S.C. 103(a). 

6. Claims 12, 16, and 34 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Staehlin in view of Wong et al (US 6,312,888). 

Staehlin teaches the limitations of claims 1 , 13, 15, and 23 as per above. 

Regarding claims 12 and 34, Staehlin is silent about the sample element 
further comprising a separator located between said second side of said barrier 
and said sample chamber and located in said flow path. Wong et al teaches an 
article for monitoring the concentration of an analyte in blood. The article further 
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comprises a sample introduction chamber that contains a blood separation filter 
to filter out red blood cells (Wong: col. 11 lines 55-65). It would have been 
obvious to one of ordinary skill in the art as motivated by Wong et al to cause the 
blood in the apparatus of Staehlin to flow through a separator because it allows 
some applications to be performed in which no red blood cells are desired 
because they might interfere with the measurements (col. 1 1 lines 55-65). 

Regarding claim 16, Staehlin is silent about causing the bodily fluid to flow 
through a separator before flowing into the sample chamber. Wong et al teaches 
a method for monitoring the concentration of an analyte in blood. The method 
further comprises causing the blood to pass through a blood separation filter to 
filter out red blood cells. It would have been obvious to one of ordinary skill in the 
art as motivated by Wong et al to cause the blood in the method of Staehlin to 
flow through a separator because it allows some applications to be performed in 
which no red blood cells are desired because they might interfere with the 
measurements (col. 11 lines 55-65). 

7. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Staehlin in view of Simons et al (US 5,871 ,494). 

Staehlin teaches the limitations of claims 13 and 18 as per above. 

Regarding claim 19, Staehlin is silent about removing residual bodily fluid 
from the piercing ("withdrawal") with the membrane. Simons et al teach a 
method of blood analysis using an apparatus for obtaining blood for analysis from 
the skin of a patient with a controlled degree of lancing. The method further 
comprises using an absorbent material for absorbing residual blood from the 
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wound after lancing and testing (Simons: col. 6 lines 20-23). It would have been 
obvious to one of ordinary skill in the art at the time of the invention to use the 
method of removing the residual bodily fluid of Simons et al in the method of 
Staehlin because it avoids contact with bodily fluids after the analysis. 

8. Claim 21 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Staehlin in view of Levaughn et al (US 6,283,982). 

Staehlin teaches the limitations of claim 13 as per above. 

Regarding claim 21 , Staehlin is silent about the method further comprising 
minimizing after-bleed. Levaughn et al teach a method for self-collecting a 
sample of body fluid by penetrating a body tissue at a sampling site. The method 
further comprises minimizing the size of the wound to reduce the incident of 
residual bleeding ("minimizing after-bleed") (col. 3 lines 1-8). It would have been 
obvious to one of ordinary skill in the art as motivated by Levaughn et al to 
provide a method of minimizing after-bleeding because it avoids staining the 
user's clothing (col. 3 lines 1-8). 

Conclusion 

9. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. Garcia et al (US 4,787,398) and Bojan et al (US 
2002/099308) are X references cited in the International Search report but were 
not relied upon because Staehlin anticipates the base claims of this invention. 

Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to DENNIS M. WHITE whose telephone number 
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is (571)270-3747. The examiner can normally be reached on Monday-Thursday, 
EST 9:00-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Michael Kornakov can be reached on 571-272-1303. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
free). If you would like assistance from a USPTO Customer Service 
Representative or access to the automated information system, call 800-786- 
9199 (IN USA OR CANADA) or 571-272-1000. 

Dmw 

/Michael Kornakov/ 

Supervisory Patent Examiner, Art Unit 4151 



